


US EPA ARCHIVE DOCUMENT

e e g GG

IRB BRANCH REVIEW -~ TSS

Record Number(s)

D232229
D233023 .

-FILE OR REG. NO. 66550-1

12/23/96
v Y/ 3L/ 9% 7/1/97

EETICACY

PETITICN OR £AXP. PERMIT NO.

CATS DIV. RXC=IveD 12/11/96, 1/22/97 .

DATE QF SuSMissIcN 12/11/96, 1/17/97

DXTE SUBMISSIGN AC=oT=n _ 12/23/96, 1/31/97

TYPE PROOCTS(S): I, D, H. F, N, R¥ S

DATA AOC=SSION NO(S).” none

DRODUCT M=R. NO. 14

SOCCT NA=(S)  BIRD SHIELD REPELLENT

CODAENY NaME Rird Shield Flepe‘llent- Cornoration

SUBMISSIWN PURRCSE discuss possible label changes,

competitor's inauiry

CHEMICAL & rOR™LIATION 26.4% Methyl Anthraniiate-coneentrate-

3




Efficacy Review: BIRD SHIELD REPELLENT CONCENTRATE, 66550-1

Bird Shield Repellent Corporation
Pullman, WA %3163

200,09 INTRQDUCTLCOHN

200.1 Useg

200.2

A 26.4% Methyl Anthranilate concentrate Federally
regiptered

n}, to limit feeding by robins (Turdus
migratorius), starlings {(Sturnus vulgaria),
Cedar waxwings {(Bombyecilla cedrorum], jays,
magpies and crowa {(Corvidaa), ravens {(Corvus
gnp. ), finches and sparrowa (Fringillidae) on
tipening cherries, bluebarries, and grapes.

k4

te digcourage ducka and geeas (Family
Anacidae) from using non-fishbearing bodiea
of water {talling ponéa, commercial or
industrial water impoundment‘s [sic]l! and
temporary pools of standing water located at
Oor near airportas; and

L]

tc reduce use of turf areas by Canada geeae
[Branta canadensis) . "

Applicaticne Lo ripening frult are to be mads bv a
"commarcial or back-pack sprayer" or by "hand-held hose or
pressure applicatars.* The lakel deoes not indicate
gspacific application equipment for the turf and the aquatic
uses.,

Background Informaticn

Sea afficacy reviews of &/9/931, 5/5/98, 9/28/85, and
15/3/86. In the First of Lhese reviews, 1 accepted claims
for repelling robine, srtarlings, cedar waxwings, and
*native sparrows (Family Fringillidas}" from bluabperries,
cherries, and grapes, As the data examined were vary
limited in scope, my acceptance of chesa claims was atC
lzast generous. Subseguently, the Directors of SRRD and RD
decided cCrhat we would nct reguire efficacy data submission
for non-public-healch claims for repellents.

In my review of 5/5/95, I examined data pe=rtaining to a
proposed use in water impoundments but did not accept any
such claima at that time, noting varicus insufficiencies in
the reporting of the data. I also noted that no data had
bean submicted te support the formerly propcsed olaim that
the product repels stariings and ewallows "from structures,
roost and nest sites." [ coneider these to be public
health claime which must be suppcrted by efficacy data.
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The efficacy review of 9/28/935 considered another efficacy
report (MRID# 437202-01, submitted 7/10/395%} percaining to
the proposed water impoundment use, the applicant’s
submisgion of 3/22/94 (which pertained te the study
reported under MRIDE 4373202-01), and asecrbed other items.
In that review, I congluded that the data reported
suggested Chat concentration-dependent repellency of ducks
imallards! and geese (Canada) did occur. The =ffect
clearly was presant when at least 560 m] of concentrate
were used for every 190 gallons of water in the body being
Lreatad,

In the lengthy efficacy review of 13/3/96, I considerad &
separate applicatlions, concluded that limited claims for
aguatic and turf sltes could be accepted, and drafted a set
of site-and-past groupings similar to that guoted under
"Ueses" above.

This product was conditionally registered on 10/3/35.
Subsequently, octher labesls submicted for this product were
"ROCEPTED with COMMENRTS" on 11/715/%9% (when most of us were
furloughed), 3/28/9¢, and 2/6/97. This product’s current
label waz "ARCOCEFTEDY on 3/10/97

This review addressssg;:

1. a submigsion of 12711796 which includes a cover latter
and a "drafc® copy of a proposed reviaad label; and

2. a letter of 1/17/97 from RJ Advantage which aska why
Bird EBhield was claiming to be cffering this product
for turf use when it appeared not toc have been an any
EPA- or Staceé-regigtered labels.

Mathyl Anthranilate [MA, hercafter; is a GRAS-llisted
makterial which, nevertheless, poses certain ocular, oral,
and inhalation hazards. The current accepted label for
66550-1 states that the product "Causes subatantial bur
temporary eye injury" and is "Harmful if ewallowed." The
label also requires handlers to "Wear goggles and a face
shield." The regquirement for use of a specific type of
regpirator was dropped with tha label acceaprted on 2/6/97
i@ee EPA's letter of 12/6/96). QPP has determined chat MA
ig a "blochemical" worthy of reduced registraticn data
requirementa. However, the signal word on the accepted
label for 66550-R is "WARNING".

DATA SUMMARY

No new efficacy data warea submitrted. Sea prior efficacy
reviews for discussions of studies and data percaining to
the effectiveness of this product.
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In hia letcer of 12711796, Bird Shield‘s Dr. Leocnard Askham
describes the following requests Eor label chahges:

1. reducing the mix stcrength for the turf use from 3-8
gal . preduct/60 gal. mix to 1-3 gal. product/60 gal.
mix;

2. altaring che wording of the *mean high water mark*
boilerplace sentence in the "ENVIRONMENTAL HAZARDS
dection;

3. making "a *‘lesa than full strength’ application
additicn o Che label" for the frult uses; and

4. adding to the directions for treating ripening
blueberries, cherries, and grapes Lhe Btatement

Application of the rapellent.”

The "ENVIRONMENTAL HAZARDS®™ stacemant sought by Askham
appears on the label "ACCEPTED" on 3/10/97. None of the
cther proposed changes listed is on chat labsl.

[ oppose the change in the creatment rate for bBurf which,
uplike the 3 othe: changea liasted above, does not appear on
the drafr label submicred on 12/11/9%96. Askham argusa thac
the lowsr rateées are agually sffective, less axpensivae for
users, and lesa likely to be phytotoxic. However, nhis own
data for the turf use -- generated ar Washington State
parks locared along the Snake River -- indicated chat
dilucion rates kelow 2 gal. product/é0 gal. mix applied ac
60 gal. mix/acre produced gonewhat mere erratiec results ac
one gite than did higher rates and that the 8 gal.
product /el gal. mix/acre ratce appeared to have besn
effective faor 2 monctha., At the other aicte, dus —o
confounding factors, nunbers and total masees of bhird
droppings appeared to be largely independent of creatments
or treatment rates, As this seems to me to be a *public
healch" use pattern and a2 treabtment rate appears Lo be
critical to what limicved efficacy can he demanstrated for
vertebrate animal repellents, ! E=el that we should not
venture bLeyond what the data that we have reviewed suggest.
No treatments at 3 gal. product/acre were made &t either of
Askham'a turf-uss study sites, although that rate was
bracketed by the 2-ggl., and 4-gal., rates.

In requesting lower spacified diluticn rates Askham argques
"1 am primarily concernsd that the end user not
apply more than is n=cessary to achieve the

depired resulta. Applying mora than is
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neacessary, in oy opinion, bacomes counter
productive because of the added cost without
benafit. T concur that a higher rate might be
appropriate to ensure elficacy and that lower
rateg, le. l=ss than 2 gal.fac., are allowable
under law. However, maost users, particularly
home owners, are pot aware of this exempticon and
will either Folleow the label directions, which
will provide the desired results, or possibly
double the application races which may lead to
phytotoxiclty problems. Furthermore, tha
repeated applicacion of the repellent. at the
lower rates, appears Lo be as affective and
possibly more effective, tchan single applicatciona
at the higher races. This 1s particularly
relevant when turf is frequently mown as
demonstrated in tha Phase II trials."

Because the current label prescribes a lowest treatment
rate of 2 gal. product/acre, the discussion at that end
deals with whethsr the label should shew I gal./acre as the
lowant rete. §2Z{ee] of FIFRA covers treatments by users
beglow labeled rates hub does not permit breatments which
exceed label rates, (OFP has a ULV -- ultra-low volume
policy statement which affects dilubtion rabes, but LU seems
not to bec applicable here,)

Tha phytoxicity allusion appears to ba bassed upan
speculatione af 2X labesl-rate treactments (16 gal.

product facre?) whizh Askham feels would occur if hamecwners
racalved labels which allowed up Lo 8 gal. produst/acre.
Most homeowners have less than an acre of land, and much of
that is occupied by the house, patic, driveway, <tc. In
addition, homeowners often use racher crude application
egquipment. Consequently, whether they approximate any
gpecified per-acre treatment rate 18 more or lesa a crap-
shoot, Treatment rates on labels sold in homeownesr markets
probably should be phrased in terms of pintes or fluid
ouncRs/sa-many sgquara feek.

The arguments offered in support af the "less than full
sbrength" statement for the fruit-tree claime are
essenkially an abridged form of the argquments advanced with
regpect to the furs use, As proposed, this statement
appears as

“Apply at less than full strength if additional
repellency is needsd 3 to 5 dava prior to
harvest,"

The current label indicates thac crops should be harvaated
6-8 dayas afrer the lastc treatmeant
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"or after all ador of the product has dissipated
(whichever ogcours last) -

I teel that Askham's proposad new statement would conflict
with that direction and could lead to contaminaced/off-
[lavored fruit. Thersfore, [ recommend against accepting
the proposed statement.

Askham gseeks to add che statement

tea the applicacion directlons for treating Eruit trees
because

“"We have found rhact there ig a potential to sesal
the repallent ta the frult for a prolonged pericd
of time thus extending harvests longer than
necessary cr physiolegically appropriate.”

This proposed change aeems T me to be appropriate,
although the correct term would appear tce be "anti-
Lrangpiranca’ |

RJ Advantege’s lecter of 1/17/97 expresses concern that
Bird Shield had jumped the gun on advertising this praoduct
for turf use and that cthis might have put RJ at a
disadvantage in the silent bidding at the Golf Courses
Superintendants Agsociation of America canvention in
February. A8 the turf use was accepted by EPA on 276797,
the problem -- from EPA's standpoint -- seems to have
regolved itgelf, It is not unusual for peeticide companias
tand other companles) to advertise products which, for one
reagan or another, they cannot yet market. Whether running
an ad is the pame as "pifering tor sale®™ ie socmething that
attorneys might wish ro argue. Had it been documanted chat
Bird 8hield actually had sold product with turf usea
claimed on the label Lefore such a label had besn acoeptbed,
there clearly would have been a vioclalion., No evidence of
guch sales wae presented bv RJ,

CONCLUSTONS

We have reviewed your lecter of December 11, 1%3&, in which
four categeriea of label changss were discussed, Our
comments on Lhem appear below.

1. The propocszed changes ta tChe *“ENVIROMMENTAL HAZARDS"
text appear on this product's current label, which we
accepted on Mazch 10, 1337.
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The =statement’

"Do noct use anti-cranspirante afcer
application of repellant"

would be acceptable for addition Lo ltem "1."
(cherries, bluebarries, and grapes) of the *USE
REATRICTIONS" portion of the "DIRECTIONS FOR USE."

3. We have concludsed that ths rates for the turf use which
appear on the label accepred on March 14, 1997, should
remain. Product performance in the studies chat we
reviaewed last Yye=ar was sumewhat arraCic abt application
rares below 2 gallons of product per acre. The rate of
# gallopns of product per acre was the only one tegted
for opa month following a single treatment. Therefors,
these rates appear Lo bracket the sffective range of
product application rates as inferred from the rather

. limited reports chat we w=re provided for thia public-
health uams pattern. While §2{ee! of FIFRA permits
ugers to apply products al rates lower than Chose
epecified on the label, exceeding specifisd upper
limite is not permiktred. Therefore, the proposed label
change would have sliminated the only rate that had
been fested Eor aeffectivensss over a one-month period.

It would be accsptable for the label to be amended ro
recommeand Creatménta at 2-4 gallons of producst par acre
for circumstancess in winich weaskly or bi-weekly mowing
wasa anticipated.

4., We reject bhe propoasd addition of the statemesnt

"Apply at lese than full strength if
onal repallency is neadead 3 to 5§ davs

l" pxlor to harvest,*

This staremant would authorize treatments which the
current labal diescourages (i.e., those l2ss than & days
before harvest] . Conseguently, Lhis stabement appears
likely te eancourage problems of the sort that the
"anci-cranspirante® statement is intended to prewvent.

At the next printing of this product s labsl, change
timpoundment’'s" to “impoundmenca" under item *2." of che
"OSE RESTRICTIONS" .

William wW. Jacobs

Biologist
Insarticlde-Rodenticide Branch
July 1, 18%7




